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Committee ¢ Fast track —S raaliaall il oy (a8 ] - intended for treatment of a serious life-threating condition.
Rapporteur | —I sl Jaawdll calls 2485 s ) S O e s 2 - Demonstrate the potential to address unmet medical & patient

¢ Fast track
Fast track —) alii Joail 437 .3

needs.

- Fasttrack classification does not apply to a product alone (for
specific indication or intended to treat a serious aspect of the
condition).

- Number and availability of similar products should be taken in
consideration.

- Products submitted for purpose of exportation only.

2.
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ol phial) diad 38 cha Lgal 380 a3 AN 5 Juaadl) Bale Y Lasial) g Ayl

Lipal) Jaaad oy O () gl N9 2013/1/1 (B Wghulany Al Adasiall

) Gl Bale Y dadiall &l plantiieall cuS Al Glabioed Al A ds 8l
CUR S (eneens) Winatay Ll il puaniunall i piiall dind o qallal) i sy
O Baalinall a0 gall da @lld g A8, calh o Jasal) ua (ha 4B) gal) dipdl
DY) Jas dlll 9 (2013/4/8) (b gualag 43501 Al yal 44N Ll
production batch ANANLYSIS for regestration one

comparative in-vitro dissolution of new formula aganist innovator
suitable medium or media based on the type of dosage form in
active pharmaceutical ingrediants and properties of

accelerated stability on one production batch for 6 months and
production batch on going stability to be avaliable upon one
request

bioequivalence study upon request
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Rapporteur * Char_lge in the description or compositi(_)n of th_e_ product. and_drug substance.
* Addition or replacement of manufacturing facility for drug
product.

* Major change in the manufacturing process of drug product.
* Major change in the manufacturing process of drug
substance directly or indirectly affecting the drug product.

* Change in primary container closure system for drug
product.

* Replacement/Addition of supplier/manufacturer of diluent/
excipient.

* Change in supplier for the plasma-derived excipient.
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